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This matter conmes before the court on the parties’ cross-
notions for summary judgnment. Upon consideration of the nmenoranda
filed in support of and in opposition to the respective notions,
the relevant | egal authorities, and the entire record, and finding
that there is no genuine issue of material fact, plaintiff’s notion
for summary judgnent will be granted and defendants’ cross-notion

wi |l be deni ed.

| . FACTUAL BACKGROUND
Plaintiff Washi ngton Legal Foundation (“WF’) is a non-
profit public interest law and policy center that defends “the

rights of individuals and businesses to go about their affairs



W t hout undue influence fromgovernnent regulators.” See
Complaint 1 5. In this action, WLF seeks to enjoin the Food and
Drug Adm nistration, (“FDA’) and the Departnent of Health and
Human Services (“HHS’) fromenforcing policies restricting
certain forns of manufacturer pronotion of off-|abel uses for
FDA- approved drugs and devices. The policies at issue --
expressed through Gui dance Docunents -- concern manufacturer
distribution of reprints of nedical textbooks and peer-reviewed
journal articles (“enduring materials”), and manufacturer

i nvol venent in continuing nedical education sem nars and synposi a
(“CVME"). See Final CGuidance on Industry-Supported Scientific and
Educational Activities, 62 Fed. Reg. 64074 (1997); Advertising
and Pronotion; CGuidances, 61 Fed. Reg. 52800 (1996).

Plaintiff seeks a declaratory judgnment that the FDA policies
expressed in the Guidance Docunents violate the rights of its
menbers under the First Anmendnent of the Constitution. It
further requests that the court enter prelimnary and per manent
i njunctions agai nst defendants, preventing them from enforcing,
relying upon, or otherwi se giving effect to the Guidance

Docunent s.

A. Statutory & Regul atory Framework

The FDA derives its authority to regul ate various aspects of
t he nedi cal and pharmaceutical industries froma conpl ex
statutory and regul atory scheme, a major portion of which is
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enbodied in the Food, Drug and Cosnetic Act, 21 U S.C. § 301, et
seq. In order for a prescription drug or class Ill nedical
device! to be distributed by a manufacturer in interstate
commerce, the manufacturer is required to denonstrate, through a
rigorous series of pre-clinical and clinical trials, that the
drug or nedical device is both safe and effective for each of its
i ntended uses. 21 U.S.C. 8§ 355(a),(b),(j). FDA nmakes its fina
approval decisions under the “substantial evidence” standard.

See 21 U.S.C. § 355(d).

As part of the approval process, the FDA al so reviews the
proposed “l| abeling” for the drug, which includes, inter alia, al
proposed cl ai ns about the drug’s risks and benefits, as well as
adequate directions for use. See, e.g., 21 U S.C § 352(f).
Labeling is a termof art that enconpasses all witten, printed
or graphic material “(1) upon any [drug or device] or any of its
containers or wappers, or (2) acconpanying such [drug or
device].” 21 U S C 8 321(k) & (m. The nost self-evident form
of labeling is the package insert that acconpanies the drug, but
the term has al so been construed to include nearly every form of
drug conpany pronotional activity, including booklets, panphlets,

mai | i ng pieces, bulletins, and all literature that supplenents,

'For the nost part, the distinctions between prescription
drugs and nedi cal devices are not relevant to the First Amendnent
i ssues addressed here. In order to avoid unnecessary repetition,
the term “drugs” should be understood to enconpass both
prescription drugs and nedi cal devices.
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explains, or is otherwse textually related to the product. See

21 CF.R 8 202.1(1)(2) (1997); Kordel v. United States, 335 U S

345, 350 (1948); United States v. Vitamn Indus., Inc., 130 F

Supp. 755, 765-66 (D. Neb. 1955). The FDA will only approve the
new drug application if the labeling conforns with the uses that
t he FDA has approved.

Congress has closely exam ned whether alternative uses for
approved drugs -- treatnents not on the approved | abel -- should
be subjected to the same FDA review procedures as the initial
claim In 1962, Congress anended the definition of a “new drug,”
21 U S. C 8 321(p), to nmake clear that drugs nust be denonstrated
safe and effective for “use under the conditions prescribed,”
meani ng that all uses for a drug nust obtain FDA approval. See
also 108 Cong. Rec. S17366 (daily ed. Aug. 23, 1962) (statenent
of Senator Eastland). Therefore, if a manufacturer w shes to
mar ket or pronmpbte a product for an unl abel ed use, it nust
resubmt the drug for another series of clinical trials simlar
to those fromthe initial approval. Until this subsequent
approval has been granted, the unapproved use is considered to be
off-label. O f-label uses include treating a condition not
i ndicated on the |label, or treating the indicated condition but
varying the dosing reginen or the patient popul ation.

Manuf acturer pronotion of off-label uses constitutes m sbranding.
See 21 U . S.C. § 352.
Central to this litigation is that what a manufacturer may
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lawfully claimthat a drug does under the statutory and

regul atory schene, and what a physician may prescribe a drug for,
do not match. Once a drug has been approved by the FDA for

mar keting for any use, the actual prescription choices regarding

those drugs are left to the discretion of the physician. See

e.qg., 59 Fed. Reg. 59820, 59821 (1994) (noting that the agency
has restated this policy on nunmerous occasions). A physician my
prescribe an approved drug for any nedical condition,
irrespective of whether FDA has determ ned that the drug is safe
and effective with respect to that illness. That physicians may
presently prescribe off-label is not in dispute. See Defendants’
Response to Plaintiff’'s Statenment of Material Facts {1 9 (noting
that off-1abel prescribing is appropriate in the context of the
physi ci an-patient relationship); see also Deposition of WIIliam
K. Hubbard, Associate Conm ssioner for Policy Coordination at 59-
61 (March 21, 1996) (“Hubbard Deposition”). The FDA contends
that it accepts the practice of off-label use by physicians as
part of its enforcenent discretion, see Defendants’ Response to
Plaintiff’s Statenent of Material Facts 2; Defendants’ Reply to
Plaintiff’s Menorandumin Qpposition at 6 (“Defendants’ Reply
Menor anduni), though it appears to be an open question as to

whet her the FDA could currently regulate this aspect of the

practice of nedicine if it wished to do so.

B. The Pros & Cons of Of-Label Use
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Whet her characterized as either “the standard of care” or
“treacherous,” off-I|abel use of FDA-approved drugs by physicians
is an established aspect of the nodern practice of nedicine.

See, e.qg., Of-Label Drugs, Reinbursenent Policies Constrain
Physicians in Their Choice of Cancer Therapies, GAQ PEMD 91-14 at
5 (Sept. 1991) ("GAO Report”) (noting that the use of off-I|abe
treatnents is widespread). The precise extent upon which

physi cians rely upon off-|abel uses is disputed by the parties.

A study cited by FDA concludes that off-1label prescribing for the
64 nost frequently prescribed drug products is |low --
constituting only 4. 7% of all prescriptions for patented drugs,

and 2. 0% for off-patent drugs. See Of-Label Use Associated Wth

the Prescribing of the Most Frequently Used Drug Products in the

United States, 1995 (unpublished draft, My 24, 1996) at 4.

However, when one | ooks to specific areas of nedicine, the
picture as to off-label use changes dramatically. The General
Accounting Ofice Report |ooking at anti-cancer drugs found that
25% of anticancer drugs were prescribed off-1abel and 56% of
cancer patients were given at |east one drug off-label. See GAO
Report at 4. These uses are especially preval ent when the cancer
has reached an advanced stage. O f-label prescribing is also
common in pediatrics, where drug manufacturers are justifiably
reluctant to subject children to experinental clinical trials.
See Hubbard Deposition at 77. Even the FDA acknow edges that in
sonme specific and narrow areas of nedical practice, practitioners

6



consi der off-label use to constitute the standard of good nedi cal
care. See Defendants’ Response to Plaintiff’s Statenent of
Material Facts § 4; Deposition of Byron L. Tart, Director,
Pronotion and Advertising Policy Staff (March 15, 1996) at 153
(“Tart Deposition”) (stating that public health may benefit from
of f-1 abel uses in sone circunstances).

As off-1label uses are presently an accepted aspect of a
physi cian’s prescribing reginmen, the open di ssem nation of
scientific and nedical information regarding these treatnents is
of great inport. The FDA acknow edges that physicians need
reliable and up-to-date information concerning off-|abel uses.
“IMore generically, we certainly believe it’s very appropriate
for physicians to get information about off-|abel uses fromthe
many sources that they get them And, of course, they get them
fromCVE;, they get themfromon-Iline databases; they get them
t hrough textbooks; they get themthrough discussions with
col | eagues; they get themthrough going to a nedical center and
grand rounds. . . . FDA does not desire or intend to interfere
with that process.” Hubbard Deposition at 62-63; Defendants’
Menor andum of Points and Authorities in Opposition to Plaintiff’s
Motion for Summary Judgnent at 21 (“Defendants’ Qpposition
Menoranduni). The need for reliable information is particularly
acute in the off-1label treatnent area because the primary source
of information usually available to physicians -- the FDA
approved | abel -- is absent. See Defendants’ Response to
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Plaintiff’s Statenment of Material Facts f 12 (noting that

| abeling is unavail able for off-1label uses); Declaration of
Robert Tenple, MD. § 8 (“Tenple Declaration”) (noting that sone
i nformati on concerning new uses will not be reflected in the
approved | abeling and that “[p]hysicians are conpletely free to
consider this information and to rely on it in making treatnent
deci sions”).

It is not the case however, that off-1label prescription
practices are wholly unproblematic. Of-1|abel uses have, in sone
ci rcunst ances, proven to be harnful. For exanple, in the 1980's,
physi ci ans began to prescribe, off-label, two anti-arrythmc
drugs, encainide and flecainide, to treat mnor disturbances in
patients who had recently had heart attacks. Patients who took
t hese drugs had a two-and-one-half fold increase in nortality,
and estimtes of the total nunmber of deaths attributable to this
off-label ‘treatnent’ range from 3,000 to 10,000 patients per
year. See Tenple Declaration at § 21 (also noting the absence of
pronoti on by sponsors). Even in cases in which the off-1Iabel use
is not “toxic,” prescribing a drug that is nerely not effective
may be no | ess harnful, because the ineffective prescription
regimen wll have been substituted for an effective one. See id.
1 22 (addressi ng anot her exanple concerning the off-1abel use of
“cal ci um channel bl ockers” which subsequently proved to be
i neffective, which neant that patients were being deprived of the
nore effective on-label treatnent).
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In Iight of the problens that have arisen out of off-I|abel
prescription practices, the FDA, consistent with its mssion to
protect the public health, clains that it nust devel op sol utions.
The agency notes that “the ordinary citizen here has little
ability to protect hinself or herself fromthe potential harm
associ ated with unproven uses of drugs and devices. For this
reason, FDA has been charged with preventing such harm?”

Def endants’ QOpposition Menorandum at 20. (citing United States v.

Dotterwei ch, 320 U. S. 277, 280 (1943)).

C. The Guidance Docunents and the Food and Drug
Moder ni zat i on Act

1. Continuing Medical Education (CVE) Cui dance

In the late 1980's, drug and devi ce conpanies greatly
i ncreased the resources devoted to sponsoring CME sem nars.
Concerns about the pronotional practices of drug nmanufacturers
caught the attention of Congress, which conducted hearings in
1990 to investigate the matter. Anong the issues addressed in
t hose hearings was manufacturers’ pronotion of unapproved cl ai ns

for approved products. See Advertising, Mrketing and

Pronoti onal Practices of the Pharnmaceutical | ndustry., 1990:

Heari ng Before the Senate Committee on Labor and Human Resources,

101st Cong. 2, 5, 8-13 (1990) (“Pharnaceutical Hearings”).
In response, FDA devel oped a Draft Concept Paper that

endeavored to identify instances in which the industry could



support scientific and educational prograns that addressed off-

| abel uses without violating the Food and Drug Act, which
proscribes the m sbranding of drugs. However, this concept

paper, in defendants’ words, “generated even nore confusion.”

Def endants’ Qpposition Menorandum at 14. After neeting with
representatives of the drug and device industry and CMVE

provi ders, FDA published a Draft Policy Statenment on |Industry
Supported Scientific and Educational Activities, 57 Fed. Reg.
56412 (1992) which again attenpted to describe el enents that
woul d be significant in determ ning when a manufact urer-supported
program i nappropriately pronoted off-Iabel uses. The focus of
FDA's inquiry was whether the discussion of off-|abel use was

i ndependent of the pronotional influence of the sponsoring

manuf acturer. After receiving and reviewing all coments with
regard to the Draft Policy Statenent (including a citizen’s
petition submtted by plaintiff Washington Legal Foundation), the
FDA revised its guidance and published the final guidance on
Decenber 3, 1997. See 62 Fed. Reg. 64074 (1997).

In the final guidance, the FDA recognized the inportance of
supporting the full exchange of views in scientific and
educational discussions, “including discussions of unapproved
uses.” 1d. at 64095. The gui dance was desi gned to distinguish
bet ween those situations in which CME is “independent fromthe
substantive influence of the supporting conpany,” and therefore
not subject to regul ation, as opposed to when the manufacturer is
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in a position to influence the presentation of information, “or
ot herwi se transform an ostensively independent programinto a
pronotional vehicle.” 1d. The FDA devel oped twelve factors to
consider in evaluating prograns and activities to determ ne

“i ndependence” which include: who controls the content and

sel ects presenters and the noderator; whether there is meani ngful
di scl osure as to the conpany’s fundi ng and whet her unapproved
uses will be discussed; the focus of the program such as whet her
the central thene is on one product; the relationship between
supporting conpanies and the CME provider; audience selection;
opportunities for neaningful discussion and questioning;

di ssem nation of information; ancillary pronotional activities;
and any conplaints raised by the provider, presenters or
attendees regarding attenpts by the supporting conpany to

i nfluence content. |1d. at 64097-99. Additionally, while not
required, a witten agreenent between the provider and the
supporting conpany “can provide val uabl e evidence as to whet her
an activity is independent and non-pronotional.” 1d. at 64099.
This witten agreenent is intended to denonstrate that the
sponsoring conpany has no involvenent in the CME sem nars such

that it mght influence the content, and that the provider is

sol ely responsi bl e for designing and conducting the activity.

2. Enduring Materials Guidance Docunents
The second set of @ui dance Docunents concern the
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di stribution of enduring materials -- textbook excerpts and
article reprints frommnedical and scientific journals. See 61
Fed. Reg. 52800 (1996). These Cui dances restrict manufacturer
di stribution of enduring materials when the publications address
of f-1 abel uses for the conpany’s previously approved products.
Simlar to the CVME Qui dance, the FDA noted the need to “strike
t he proper bal ance between the need for an exchange of reliable
scientific data and information within the health care comunity,
and the statutory requirenents that prohibit conpanies from
pronoti ng products for unapproved uses.” |d.

As to sponsor/manufacturer distribution of reprints of
prof essional journal articles, the Guidance requires that the
princi pal subject of the article should be the use(s) or
i ndi cation(s) that has been approved by the FDA, and the article
should report the initial study by the FDA on that approved use;
that the reprint should be froma bona-fide peer-reviewed
journal; that any effectiveness rates, data, analyses, uses,
reginens and the like that are different fromthe approved
| abel ing shall be promnently stated on the face of the reprint;
and that the information shall disclose all material facts and
shall not be false or msleading. 1d. at 52801. It is largely
the first requirenent with which plaintiff takes issue.

As to reference texts (nedical textbooks and conpendia), the
wor k may not have been witten, edited, excerpted or published
specifically at the request of a drug, device or biologic firm
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unl ess the text was prepared in a manner that results in a

bal anced presentation; the content may not have been revi ewed,
edited or significantly influenced by the manufacturer; the text
shoul d not be available primarily through the manufacturer -- it
shoul d be generally available in other outlets such as
bookstores; and, the reference text should not focus on any
particul ar drug and device, “nor should it have a significant
focus on unapproved uses of the drug(s), device(s) or

biological (s).” 1d.

Not ably, these restrictions on the dissem nation of enduring
materials apply only when the drug manufacturer or sponsor seeks
toinitiate distribution of the materials. Dissem nation of
article reprints and reference texts that woul d otherw se viol ate
t he Gui dances are perm ssible when that distributionis
responsive to a physician’s inquiry. See Tart Deposition at 53-
54. The court wll return to this point in greater detail in

eval uating the nerits of the case.

3. The Food and Drug Moderni zation Act of 1997

On Novenber 21, 1997, President Cinton signed into |aw the
Food and Drug Moderni zation Act of 1997, Pub L. No. 105-115, 111
Stat. 2296 (to be codified at 21 U.S.C. § 551, et seq.). These
Amendnents differ fromthe Guidances in that they will permt
manuf acturer distribution of witten information concerning the
safety, effectiveness or benefit of an unapproved use of a
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previ ously approved drug under specified conditions. The nost
notable condition is that the manufacturer nust submt an
application to have the new use approved by the FDA, or certify
that such an application will be submtted wthin six nonths
after the date of the initial dissemnation. See 8§ 551(b). The
statute also directly addresses physician-initiated inquiries, as
it states, “Nothing in section 551 shall be construed as

prohi biting a manufacturer fromdissem nating information in
response to an unsolicited request froma health care
practitioner.” See 8§ 557(a). The legislation does not address
CME sem nars.

The 1997 Moderni zation Act will beconme effective no |ater
than one year fromthe date of enactnent, or upon the Secretary’s
i ssuance of final regulations. See id. 8 557(d). Consequently,
the October 1996 Qui dance Docunments will be superseded by statute

at that tine.

[1. ANALYSI S
A. Summary Judgnent

Fed. R Cv. P. 56(c) provides that, "sumrmary judgnent shal
be rendered forthwith if the pleadings, depositions, answers to
interrogatories, and adm ssions on file, together with the
affidavits, if any, show that there is no genuine issue as to any
material fact and that the noving party is entitled to a judgnent
as a matter of law." The rule provides that "the nere existence
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of sone alleged factual dispute between parties wll not defeat
an ot herwi se properly supported notion for summary judgnent; the
requirenent is that there be no genuine issue of material fact."

Anderson v. Liberty Lobby, Inc., 477 U S. 242, 247-248 (1986);

Cel otex Corp. v. Catrett, 477 U S. 317, 323 (1986).

B. Cassification of Manufacturer Sponsorship of CME Sem nars and
Di stribution of Enduring Materials Under Current First Amendnent
Juri sprudence

The threshold question that this court is called upon to
answer is howto classify the “speech” at issue. Plaintiff
argues that it is scientific and academ c speech, which is
entitled to the highest |evel of First Amendment protection.
Def endants chall enge this assertion by first naking a sonewhat
difficult to discern argunent that the Gui dance Docunents
regul ate conduct. A closer exam nation denonstrates that what
the FDA is actually contending is that because the federal
government has the broad power to regul ate the pharmaceutica
i ndustry, the Guidances are incidental encroachnments upon speech
and entirely conpatible with the First Anmendnent. 1In the
alternative, FDA clains that the Gui dance Docunents at nost
regul ate comrerci al speech, which is subject to a nore rel axed

inquiry than core First Anmendnent speech.

1. Speech or Conduct?
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FDA's first contention -- that the Guidance Docunents are a
restraint upon conduct and not upon speech -- may be addressed
qui ckly. There is little question that the relevant “conduct” is
the of f-1abel prescription of drugs by physicians. The
distribution of enduring materials and sponsorship of CME
sem nars addressing and encouragi ng that conduct is speech.
Mai | ing enduring materials and/or discussing off-1label uses is
not inherently “treacherous”; it is only treacherous (if at all)
to the extent that physicians choose to pay attention to the
message conmuni cated and alter their prescription practices
accordingly. As plaintiff’s counsel aptly noted at oral
argunent, the activities at issue in this case are only “conduct”
to the extent that noving one’s lips is “conduct,” or to the
extent that affixing a stanp and distributing information through
the mails is “conduct.”

FDA clearly recogni zes the difference betwen speech and
conduct in noting that “[t]hroughout its papers W.F repeatedly
m st akes actual off-1label use by physicians with the pronotion of
of f-1abel use by manufacturers . . . FDA's concerns are directed
only to the latter.” Defendants’ Reply Menorandum at 6 (enphasis
added). See also id. at 20 (“the Guidance Docunents apply only
to those situations in which manufacturers ‘cross the |line’
bet ween education and pronotion”). This court is hard pressed to
believe that the agency is seriously contending that “pronotion”
of an activity is conduct and not speech, or that “pronotion” is
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entitled to no First Amendnent protection. There may certainly
be a “line” between education and pronotion as regards a drug
manuf acturer’s marketing activities, but that is the |line between
pure speech and commerci al speech, not between speech and
conduct. Cearly, defendants do not truly subscribe to this
point of view, as they note that “[i]t is the pronotional
connection with the conpany that is key”, followed by a cite to

Bol ger v. Youngs Drug Products Corp., 463 U. S. 60, 67 (1983),

whi ch, of course, concluded that the pronotional activity at
i ssue was to be anal yzed as commerci al speech. See Defendants’

Qpposi tion Menorandum at 21.

2. Do the @Guidance Docunents Address Fully Regul abl e Speech
Not Covered by the First Amendnent Because the Food and Drug
| ndustry is Extensively Regul at ed?

The FDA next asserts that the speech regul ated by the
Qui dance Docunents falls outside of the anbit of the First
Amendnent because of the federal governnent’s extensive power to

regul ate the pharmaceutical industry through the Pure Food and

Drug Act, 21 U.S.C. 8§ 331 et seq. See 62 Fed. Reg. at 64077-78;

Def endants’ Qpposition Menorandum at 19-22. The agency cl ai s
that “FDA is well wthin its statutory authority to take such
actions as are necessary to ensure that drugs and devices conply
with the approval requirenents of the [Food and Drug] Act.”

Def endants’ Reply Menorandum at 8. (“Defendants’ Reply
Menmoranduni). I n support of this argunment, the FDA first | ooks
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to Chralik v. Ohio State Bar Ass’'n, 436 U. S. 447, 456 (1978),

whi ch notes that “[n]unmerous exanples could be cited of

communi cations that are regulated w thout offending the First
Amendnent” such as information about securities, corporate proxy
statenents, the exchange of price and production information
anong conpetitors in antitrust regulation, and enployer’s threats
of retaliation for the |abor activities of enployees. (citations
omtted). FDA also notes Chralik’'s pronouncenent that “the State
does not lose its power to regulate comercial activity deened
harnful to the public whenever speech is a conponent of that

activity.” |1d. See also Dun & Bradstreet, Inc. v. G eennpss

Builders, Inc., 472 U S. 749, 759 n.5 (1985) (noting that certain

types of conmunications may be regul ated w t hout offending the
First Amendnent). The FDA also directs the court’s attention to

Securities & Exchange Commin v. Wall Street Publ’g Inst., Inc.,

851 F.2d 365, 373 (D.C. Gr. 1988), in which this circuit

concl uded that regulation of the exchange of information in the
securities industry was subject only to limted First Anendnent
scrutiny. 1In so holding, the Court of Appeals stated that “the
gover nnment may have the power to regqulate Stock Market Magazi ne,
not because the articles are ‘comercial speech,’ but rather
because of the federal governnent’'s broad powers to regulate the
securities industry.” [1d. at 372. The Court of Appeals went on
to note that “[s]peech relating to the purchase and sal es of
securities, in our view, fornms a distinct category of
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communi cations in which the governnent’s power to regulate is at
| east as broad as with respect to the general rubric of
comerci al speech.” 1d.

The court finds that the cases relied upon by FDA do not
support its position here. First, the argunent that a certain
subset of speech may be considered conpletely outside of the
First Amendnent framework because the speech occurs in an area of
extensi ve governnent regulation is a proposition whose continuing
validity is at best questionable in light of the Suprenme Court’s

nmost recent comrerci al speech cases. Chralik, of course,

predated the sem nal comrercial speech case of Central Hudson Gas

and Electric Corp. v. Public Service Commin of New York, 447 U.S.

557 (1980), by three years. Since the Central Hudson deci sion,

the Supreme Court has consistently applied a speech analysis --
whet her under the pure speech or commercial speech franework --
to cases involving statutes and/or regulations in areas subject

to extensive state or federal regulation. See, e.qg., Rubin v.

Coors Brewing Co., 514 U. S. 476 (1995) (alcohol Iabeling); Turner

Broadcasting System Inc. v. FCC 512 U S. 622 (1994)

(tel ecomunications); Pacific Gas and Electric Co. v. Public

Uilities Conmin of California, 475 U.S. 1 (1986) (utilities);

Friedman v. Rogers, 440 U. S. 1 (1979) (optonetry).

Significantly, even in the attorney conduct area -- the area
directly at issue in Chralik -- the court has recently used the
comerci al speech framework to uphold a restriction on speech.
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In Florida Bar v. Went for It, Inc., 515 U S. 618, 635 (1995),

the Court noted, “[p]articularly because the standards and
conduct of state-licenced |awers have traditionally been subject
to extensive regulation by the States, it is all the nore
appropriate that we limt our scrutiny of state regulation to a

| evel comrensurate with the ‘subordinate position’ of comrerci al
speech in the scale of First Amendnent values.” (citing Board of

Trustees of the State University of New York v. Fox, 492 U.S.

469, 477 (1984), quoting Chralik, 436 U S. at 456). This
statenent indicates, if not demands, that areas subject to
extensive regulation are to be scrutinized as comercial speech,
and not beyond First Amendnent scrutiny, as defendants argue.
Any |ingering doubt as to whether the governnent may i npose
restrictions upon speech wi thout offending the First Amendnent
merely because it has the authority to regulate the underlying

activity was resolved in 44 Liquormart, Inc. v. Rhode Island, 517

U S 484 (1996). |In that case, the Suprene Court expressly

rejected the concept enbodied in Posadas de Puerto Rico Assoc. V.

Tourism Co. of Puerto Rico., 478 U S. 328 (1986), that because

t he governnent had the power to extensively regulate in a certain
area (casino ganbling) it also had the authority to regul ate
speech without raising First Amendnent concerns. The court hel d:

The text of the First Anendnent nakes clear that the
Constitution presunes that attenpts to regul ate speech
are nore dangerous than attenpts to regul ate conduct.
That presunption accords with the essential role that
the free flow of information plays in a denocratic
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society. As aresult, the First Anmendnent directs that
t he governnment may not suppress speech as easily as it
may suppress conduct.

44 Liquormart, 517 U.S. at 512. 1In rejecting the “greater

i ncludes the | esser” concept of Posadas (or, in reversing the
application of the descriptive terns, see id.), the Court
expressly stated, “speech restrictions cannot be treated as
si nply anot her nmeans that the governnent may use to achieve its
ends.” 1d. One need only juxtapose this statenment with the
FDA's claimthat nerely because it does not regul ate of f-I| abel
use, it need not surrender all enforcenent authority to grasp the
weakness of the agency’s position. FDA s argunent that it may
freely limt manufacturer dissem nation of enduring materials and
sponsorshi p of CME sem nars as one anong several regul atory
opti ons because of the governnent’s broad power to regulate the
food and drug industry does not conport with current First
Amendnent jurisprudence, and therefore nust be rejected.
Furthernore, other courts that have assessed the
constitutionality of various FDA | abeling, advertising and
pronotion regul ati ons and/ or disclosure requirenents have
proceeded directly to a comrerci al speech analysis w thout even
considering this “area of extensive regulation” argunent advanced
by the defendants here. Cases concerning “health clain’ |abeling
restrictions are nost instructive, as the agency has advanced a
simlar “separate area of extensive regulation” rationale in
defense of its requirenents. See Food Labeling; General
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Requirenents for Health Clainms for Food, 58 Fed. Reg. 2478, 2525

(1993). In Nutritional Health Alliance v. Shalala, 953 F. Supp.

526 (S.D.N. Y. 1997) plaintiffs challenged the constitutionality
of a series of regulations dictating that any claimrelating a
particular nutrient to prevention of a particular disease or
health condition had to be supported by “significant scientific
agreenent” anong qualified experts before the manufacturer could
| abel the product with that claim See 21 CF. R 8§ 101.14. The
court concluded that this regulation should be anal yzed as

comerci al speech under the Central Hudson test. See id. at 529.

O her health claimregul ati on chal | enges have been resol ved using

the comrercial speech framework. See Pearson v. Shalala, Gv. A

No. 95-1865 (&) (D.D.C Jan. 12, 1998) (using the commerci al

speech framework to uphold FDA regul ations); National Counci

for Inproved Health v. Shalala, 893 F. Supp. 1512, 1516-17 (D

Utah 1995) (noting that a facial challenge to the | abeling
regul ations inplicated the First Amendnent, and enpl oying the

Central Hudson franmework to determne if the regul ations

infringed free speech), vacated on other grounds, 122 F.3d 878

(10" Gir. 1997). Also, in United States v. General Nutrition,

Inc., 638 F. Supp. 556, 562 (WD.N. Y. 1986), the court concl uded
that labeling is “clearly comrercial speech.”

In a simlar vein, in Federal Trade Commin v. Brown &

WIlianmson Tobacco Corp., 778 F.2d 35 (D.C. Cr. 1985) the D.C

Crcuit was presented with a First Amendnent challenge to the
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Federal Trade Comm ssion’s requirenment that all clainms as to
mlligramtar ratings had to be substantiated through the FTC or
an FTC-approved net hodol ogy. The validity of the injunction

agai nst the tobacco conpany was anal yzed under the Central Hudson

test. See id. at 43. Simlarly, in Association of Nat’|

Advertisers, Inc. v. Lungren, 44 F.3d 726, 728-29 (9" Cir.

1994), a California statute making it unlawful for a manufacturer
to claimthat products were “ozone friendly,” “biodegradable,”
“phot odegr adabl e,” “recyclable,” or “recycled” unless that
product nmet the statutory definition of those terns was held to
i nplicate comrercial speech

In light of the fact that analytically simlar cases
chal I engi ng regul ati ons on | abeling and pronotion have not
adopted the FDA's stance that the First Anmendnent is not violated
because “the Gui dance Docunents are nerely an outcone of the
overall statutory schene,” Defendants’ Reply Menorandum at 10,
and in light of prevailing First Arendnent speech doctrine, in

particular 44 Liquormart, this court finds that the CGuidance

Docunents are subject to First Amendnent scrutiny.

3. Pure Speech or Commercial Speech?
Havi ng concl uded that the Gui dance Docunents are
restrictions upon speech, and that the speech nust be anal yzed

under a First Amendnent framework, the next inquiry is as to
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whet her manufacturer distribution of enduring materials and
sponsorship of CME sem nars discussing off-|abel uses are pure
speech or commercial speech. As a prelimnary matter, the court
notes that the aforenentioned health claimlabeling cases
consistently utilized the comrercial speech franmeworKk.

The resolution of this question is not an easy one, as the
communi cati ons present one of those “conplex m xtures of
commerci al and non-comercial elenments.” Bolger, 463 U S. at 81
(Stevens, J. concurring). Typical “comrercial speech” is
aut hored and/or uttered directly by the commercial entity that
w shes to financially benefit fromthe nessage. A purveyor of
goods or services nmakes clai mabout his products to order to
i nduce a purchase. 1In this instance, by contrast, the speech
that the manufacturers wish to “comuni cate” is the speech of
others -- the work product of scientists, physicians and ot her
academ cs.

It is beyond dispute that when consi dered outside of the
context of manufacturer pronotion of their drug products, CME
sem nars, peer-reviewed nedical journal articles and
commerci al | y-avai |l abl e nedi cal textbooks nerit the highest degree
of constitutional protection. Scientific and academ c speech

reside at the core of the First Anmendnent. See, e.q., Keyishian

v. Board of Regents, 385 U S. 589, 603 (1967); Board of Trustees

of Leland Stanford Junior University v. Sullivan, 773 F. Supp.

472, 474 (D.D.C. 1991) (“It is equally settled, however, though
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| ess commonly the subject of litigation, that the First Amendnent
protects scientific expression and debate just as it protects
political and artistic expression.”). Plaintiff clains that
because this speech nerits full protection when uttered by a
scientist or academc, the level of constitutional scrutiny
shoul d not change nerely because a corporation wi shes to enhance

the distribution of that message. Cf. First National Bank of

Boston v. Bellotti, 435 U S. 765, 784 (1978) (holding that the

expression of views on matters of public inportance does not | ose
First Amendnent protection nerely because a corporation seeks to

utter the speech); New York Tines v. Sullivan, 376 U S. 254, 266

(1964) (noting that statenents do not |ose constitutional
protection because they are presented in the formof a paid
advertisenment). Furthernore, plaintiff notes that even though a
manuf acturer may “have an econom c notivation” for dissem nation
of the speech, that is insufficient, without nore, to transform
the enduring materials and CVE sem nars into commercial speech.
Bol ger, 463 U. S. at 67. Finally, because the manufacturer is

di ssem nating information that will be of professional use to a
physi ci an whet her or not the physician ultimtely prescribes (and
the patient thereby purchases) the drug at issue, the speech
arguably does nuch “nore than just propose a comrerci al

transaction.” Virginia State Board of Pharmacy v. Virginia

Citizens Consuner Council, 425 U S. 748, 762 (1976); see also id.

at 759 (concluding that comrercial speech was squarely before the
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court because the pharmacist did not wwsh to report a newsworthy
fact).

Plaintiff argues that “there is no evidence that the speech
at issue proposes a commercial transaction.” Plaintiff’s
Qpposi tion Menorandum at 13. The court nust disagree with this
statenent. The nmechani sm by which a comrercial transaction may
be “proposed” can vary widely. In the consuner goods area, of
course, the proposal usually involves a manufacturer making a
cl ai mabout its product that encourages the purchase of the
product. However, there are certainly instances in which a
manuf act urer pronotes and i nduces the purchase of its product by
directing attention to favorable information generated by wholly
i ndependent organi zations. For exanple, auto manufacturers often
encour age purchase of vehicles by noting that a certain nodel has
been rated #1 in a customer satisfaction survey, or that a trade
magazi ne has pronounced the vehicle “Car of the Year.” No one
woul d seriously dispute that an auto deal er was proposing a
commercial transaction if he mailed reprints of the custoner
sati sfaction surveys or the nagazine articles to past custoners
who were likely to be |ooking for a new car in the near future.
Simlarly, restaurants frequently encourage patronage through
pronoti ng favorabl e nmagazine reviews -- and even go so far as to
prepare reprints of these reviews to display in the w ndows of
t he establishnment. These reprints would |ikely not nerit the
sanme degree of First Amendnent protection as a political canpaign
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poster hanging in the same w ndow.

The peculiarities of the prescription drug industry make
di ssem nation of scientific research results an especially
i nportant and preval ent marketing tool. Though patients are the
end- poi nt purchasers of prescription drugs, their choices are
constrai ned by physicians because a patient can only obtain the
manuf acturer’s products with a physician’s authorization -- a
prescription. To the extent that physicians are the gatekeepers
to sales, the nmarketing efforts nust be directed at them That
fact, conbined with the reality that a typical patient is
unlikely to strongly chall enge a physician’s reconmendati on
concerning a prescription, or have the educati on and background
to make i nformed choi ces anong equally effective treatnents,
means that the treating physician is going to be target of much
of the pharmaceutical industry’s attention.

And, despite the FDA's occasional statenents in its briefs
to the contrary, physicians are a highly educated,
prof essional |l y-trai ned and sophi sticated audi ence. In nmaking
prescribi ng deci sions, doctors want (and need) to know first and
forenpst if the drug is the nost safe and effective neans to
treat the conditions suffered by the patients. One critical
source of that information is the research product of other
physi ci ans, scientists and academ cs. Manufacturers, keenly

aware of this, want to get scientific information denonstrating

the efficacy of their products in the hands of physicians. See
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e.qg., Pharmaceutical Hearings at 9 (docunenting that the noney
spent on physician synposia increased from$2.72 mllion in 1974
to $85.92 mllion in 1988). Defendants have provided this court
wi th substantial evidence that maki ng physici ans aware of
research concerning their drugs has a positive effect on the
nunber of prescriptions witten, which is equal to a positive
effect on sales. See Jerry Avorn et al., “Scientific Versus
Commerci al Sources of Influence on the Prescribing Behavior of

Physicians,” 73 Am_J. Med. 4-8 (1982) (study concluding that a

drug conpany sponsorship of CVE events was found to lead to an
increase in the purchase of the funding conpany’s products);
Marjorie A. Bowran and David L. Pearle, “Changes in Drug
Prescribing Patterns Related to Commercial Conpany Fundi ng of

Conti nui ng Medi cal Education,” 4 Journal of Continuing Education

in the Health Professions 13, 13-20 (1988). Consequently, there

can be little question that the reason that drug manufacturers
Wi sh to disseminate enduring materials and sponsor CME seninars
i s because they believe that such activity will increase the
sal es vol une of their drugs.

So, a conpelling question is raised: does speech that would
be fully protected as scientific and/or educational speech becone
transforned into commercial speech, with its reduced | evel of
protection, by the nmere fact that a comercial entity seeks to
distribute it in order to increase its sales of the product
addressed in the speech?
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Whet her or not a given communi cation constitutes comerci al
speech is predicated upon “the 'commobnsense' distinction between
speech proposing a comercial transaction . . . and other
varieties of speech.” Bolger, 463 U S. at 64 (quoting Ghralik,

436 U. S. at 455-56); see also Gty of Cncinnati v. Discovery

Network, Inc., 507 U S. 410, 423 (1993); Board of Trustees of the

State University of New York v. Fox, 492 U S. 469, 473-74 (1989).

Bol ger directs a reviewing court to look to three factors in
determ ning whether a formof communication nerits full or
reduced First Amendnent protection. These factors are: (1)

whet her the speech is concededly an advertisenent; (2) whether
the speech refers to a specific product; and (3) whether the
speaker has an econom c notivation for dissem nating the speech.
Bolger, 463 U.S. at 66. |If all three factors are present, the

speech “may properly be characterized as commerci al speech.”

Vl| Street Publishing, 851 F.2d at 372 (citing Bolger, 463 U S.

at 66-67). See also Association of National Advertisers, 44 F.3d

at 728; U.S. Healthcare v. Blue Cross of Greater Phil adel phia,

898 F.2d 914 (3d GCir. 1990).

The application of these factors directs the concl usion that
manuf act urer sponsorship of CVE seminars at which the sponsor’s
products are di scussed and the distribution of enduring materials
focusing on the manufacturer’s product are properly classified as
commercial speech. Despite plaintiff’'s protestations to the
contrary, the activities at issue do “propose a comrerci al
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transaction” as they suggest that a physician should prescribe --
and a consuner therefore will purchase -- the subject drug.

Virginia State Board of Pharmacy, 425 U.S. at 762.

As to the first prong of Bolger, the court finds that these
activities are advertisenents as that termis comonly
understood. An advertisenent “call[s] public attention to,
especi ally by enphasi zing desirable qualities so as to arouse a

desire to buy or patronize.” Wbster’s Ninth New Colleqgiate

Dictionary (1990). Through distributing enduring materials and
sponsoring CME sem nars, drug manufacturers call a physician’s
attention to the subject drug product, show that the drug
effectively treats a certain condition (enphasize a desirable
quality) in the hopes that the physician will prescribe (buy or
patroni ze) the drug. The fact that an effective neans for
acconplishing that goal is through providing the academ c
research results generated by others does not nean that the
activity is not an “advertisenent.” As to the second prong, the
t ext book excerpts, article reprints, and synposia presunptively
refer to a specific product -- the drug that is the subject of
the off-|abel use. Wre pharmaceutical manufacturers attenpting
to provide free yearly subscriptions to the Journal of Anerican
Medi ci ne, or seeking to support CME regardl ess of whether their
products would ultimately be addressed, a different conclusion
m ght be conpell ed, as the speech would be closer to a public
service. But, as long as the manufacturer seeks to dissem nate
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information centered upon its product, this prong of the test is
satisfied. Finally, the pharmaceutical conmpanies clearly have an
econom ¢ notivation for providing the information; as explained
in sone detail previously, the pronotional efforts at issue have
a positive effect on a physician’s prescription practices and
therefore on sales. See Avorn at 4-8; Bowran & Pearle at 13-20.
The facts from Bol ger provi de considerabl e support for the
concl usi on that manufacturer dissem nation of enduring materials
and sponsorship of CVE semnars is properly classified as
commerci al speech. Anong the informational panphlets that
Young’s Drug Products wi shed to mail included one entitled “Plain
Tal k About Venereal D sease,” which di scussed condom use w t hout
any specific reference to the varieties manufactured by the
conpany. Bolger, 463 U S. at 67 n. 13. The court stil
concl uded that the panphlet constituted comrerci al speech. In
the instant case, one could simlarly argue that the reprints and
semnars are nerely informational, and the fact that nore
prescriptions are witten as a result of the manufacturer’s
efforts is no different than if nore prescriptions were witten
as a result one physician referring a peer to an article.
However, because this information is in fact supplied by the
manuf acturer, and because the primary purpose for supplying the
information is to encourage the purchase of the featured product,

the court nust conclude that the speech is “entitled to the
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qual i fied but nonet hel ess substantial protection accorded to
comerci al speech.” 1d. at 68.

Furthernore, this conclusion nakes sense when one considers
the rational e underlying the Suprenme Court’s determ nation that
| ess exacting reviewis to be afforded commercial speech. The
general purpose of the commercial speech doctrine is to “protect
consuners from m sl eadi ng, deceptive or aggressive sales

practices.” 44 Liquormart, 517 U S. at 501; D scovery Network,

507 U.S. at 426 (noting that it is the state’s interest in
preventing commercial harns that allows the governnent to subject
commercial speech to greater restrictions). At first glace, it
is hard to fathom how di ssem nation of enduring materials or
sponsorship of CME sem nars could constitute a deceptive or
aggressive sales practice. After all, the physician nmay obtain
the sane information from sources other than the manufacturer,
and the information is clearly not subject to reduced First
Amendnent scrutiny in their hands. However, to understand the
potential for harmone nust | ook both at the pronotional activity
in the aggregate and to the substantial resources available to
manuf acturers. For any given off-|abel prescription drug
treatnment, there may be a wide variety of scientific research
data avail abl e, sone of which concludes that the off-I| abel
treatnment is effective, sonme of which concludes that the
treatment is not. On the other hand, manufacturers wll likely
only seek to dissemnate information that presents their product
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in a favorable light.2 That fact, conmbined with the considerable
financial resources avail able to pharmaceutical conpani es, neans
that findings concluding that a drug effectively treats a
condition is nore likely to reach a physician than studies
reachi ng the opposite conclusion. Therefore, physicians could be
led to believe that a certain drug is safe and effective because
a manufacturer has found, and aggressively pronoted, “the one”
article that supports use of their drug, even if there exists
consi derabl e evidence to the contrary. The potential to m sl ead,
and the harmthat could result, convinces this court that it is
perm ssible to “depart fromthe rigorous review that the First

Amendnent generally demands.” 44 Liquormart, 517 U. S. at 501.

For the aforenentioned reasons, this court finds that the
speech addressed by the Gui dance Docunents is properly classified

as commerci al speech.

C. The Commerci al Speech Test Applied

Havi ng concl uded that manufacturer distribution of enduring
mat eri al s and suggesting content or speakers for CME seminars in
whi ch the focus is on the sponsor’s product is properly

classified as commerci al speech, this court will now anal yze the

2lf an article or textbook excerpt concluded that a certain
of f-1abel treatnent regimen was either ineffective or dangerous,
and a conpeting drug manufacturer sent reprints of that article
to physicians on an “informational” basis, the court wonders
whet her the manufacturer would vigorously defend his conpetitor’s
act as “neriting the highest formof First Arendnent protection.”
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constitutionality of the Gui dance Docunents under Central

Hudson’ s four-prong test.

1. The Speech Is Neither Unlawful Nor Inherently M sl eading
“[T] he First Amendnment does not protect commercial speech

about unl awful activities.” 44 Liquormart, 517 U S. at 497 n.7

(citing Pittsburgh Press Co. v. Pittsburgh Commin on Human

Rel ations, 413 U. S. 376 (1973)). “False, deceptive, or
m sl eadi ng advertising remains subject to restraint.” [In re

RMJ., 455 U.S. 191, 200 (1982); see also Virginia State Board

of Pharmacy, 425 U. S. at 771-72 (“[u] ntruthful speech, commerci al
or otherw se, has never been protected for its own sake.”)
(citations omtted).

The speech here addresses using FDA-approved drugs to treat
conditions and in treatnent regi nens other than those set forth
in the | abel approved by the FDA. As expl ained above, FDA does
not purport to regulate the practice of nedicine, and the agency
has | ong recogni zed that, in general, physicians nmay use an
approved drug or device for an unapproved use. See 59 Fed. Reg.
59280, 59281 (1994) (“once a [drug] product has been approved for
mar keti ng, a physician may prescribe it for uses in treatnent
regi mens or patient populations that are not included in the
approved | abeling”); see also Proposed New Drug, Antibiotic, and
Bi ol ogi ¢ Drug Product Regul ations, 48 Fed. Reg. 26720, 26733
(1983). It is obvious that the off-|abel prescription of
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previ ously approved drugs by physicians is presently |awf ul
activity.

In claimng that the speech at issue involves “illegal
activities,” the FDA does not seriously press any argunent that
of f-1abel prescriptions are illegal. Rather, the agency directs
attention to the statutory basis for the Gui dance Docunents and
asserts that the speech cannot survive the first prong of the

Central Hudson test because a drug or device is considered to be

m sbranded as a matter of lawif it is pronoted by the

manuf acturer for an off-label use. See 21 U S.C. § 352.
Therefore, when a manufacturer dissem nates information about a
drug product that diverges fromthe treatnents included on the

| abel , that manufacturer nmay be engaged in m sbranding, which is
illegal. See, e.qg., 62 Fed. Reg. at 64079. However, the
taut ol ogi cal nature of this argunent exposes its shortcom ngs.
The proper inquiry is not whether the speech violates a law or a
regul ation, but rather whether the conduct that the speech
pronotes violates the aw. The Suprene Court fornul ates the
restriction this way: “[T]he First Amendnent does not protect

commerci al speech about unlawful activities.” 44 Liquormart, 517

U S 497 n.7 (enphasis added). Wre the FDA's characterization
of what constitutes “lawful activity” accurate, First Anendnment
protections for commercial speech could be all but eviscerated by
the governnent: First Amendnent chall enges to speech
restrictions would be defeated by noting that Congress had made
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the speech illegal, and therefore unlawful activity is at issue.
The flaw in the FDA's reasoning is perhaps best denonstrated by

exanple. In Rubin v. Coors Brewing Co., 514 U S. 476 (1995) the

chal | enged statute prohibited the display of alcohol content on
beer | abels. Under the FDA's definition of “illegal activity,”
the statute woul d have been a satisfactory restriction on
comerci al speech because printing al cohol content on beer |abels
woul d render the product “m sbranded.”

It is clear that when the Suprenme Court declares that the
First Amendnent does not protect illegal activity, it is
referring to the conduct that the speech is pronoting (e.qg.,
prostitution, counterfeiting, narcotic use, and the like), and
not the speech subject to the restriction. Therefore, only at
such time as off-label prescriptions are proscribed by |aw could
the FDA legitimately claimthat speech at issue addresses
“illegal activities.”

Whet her the speech subject to the restrictions in the
Qui dance Docunents is truthful and non-m sl eading presents a
somewhat cl oser question. Notably, speech that is nerely
“potentially m sleading” does not render it able to be proscribed
under the comrercial speech test without further analysis. “If
the ‘protections afforded conmmercial speech are to retain their
force, we cannot allow rote invocation of the words ‘potentially

m sl eading’ to supplant [the governnent’s burden].’” |banez v.
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Fl ori da Departnent of Business and Prof essi onal Requl ation, 512

U S 136, 146 (1994) (internal citation omtted). |In order to

end the Central Hudson analysis on the first prong, the speech

must be “inherently m sleading,” which is defined in Central
Hudson as “nore likely to deceive the public than to informit.”

Central Hudson, 447 U. S. at 563 (citations omtted); see also In

re RMJ., 455 U. S. at 202. Wether speech is “inherently

m sl eadi ng” depends upon, inter alia, the “possibilities for

deception,” see Friedman, 440 U.S. at 13; whether “experience has

proved that in fact that such advertising is subject to abuse,”

Inre RMJ., 455 U S. at 203; and, “the ability of the intended

audi ence to evaluate the clainms nmade.” 1d. (quoted in

Association of National Advertisers, 44 F.3d at 731.)

Inits Summary of Comments proceedi ng the Final Guidance on
CME activities, the FDA affirmatively declared that the
scientific and educational activities at issue in this case were
not inherently msleading. See 62 Fed. Reg. at 64079 (instead
remarking that they were “clearly potentially m sl eading”).
However, in its nmenorandumin support of its notion for summary
judgnent, the agency takes a markedly different stance, claimng
that the speech is “inherently m sleading,” and that “the Act
prescribes a specific systemfor determning the ‘truth’ of
cl ai ns about drugs and devices.” Defendants’ Menorandum of

Points and Authorities at 32. The FDA was correct the first
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In asserting that any and all scientific clains about the
safety, effectiveness, contraindications, side effects, and the
i ke regarding prescription drugs are presunptively untruthful or
m sl eading until the FDA has had the opportunity to eval uate
them FDA exaggerates its overall place in the universe. It is
certainly the case that by statute, no drug may be introduced or
delivered into interstate commerce w thout FDA approval, and that
the clains that a manufacturer may nake about a drug through
| abel i ng, advertising and other forms of pronotion are subject to
FDA regul atory authority. However, the concl usions reached by a
| aboratory scientist or university academi c and presented in a
peer-revi ewed journal or textbook, or the findings presented by a
physician at a CVE sem nar are not “untruthful” or “inherently
m sl eadi ng” nerely because the FDA has not yet had the
opportunity to evaluate the claim As two commentators astutely
stated, “the FDA is not a peer review nechanismfor the
scientific conmmunity.” See Lars Noah & Barbara A. Noah,

Li berating Conmerci al Speech: Product Labeling Controls and the

First Amendnent, 47 Fla L. Rev. 63, 96 (1995). The agency puts

it another way: “[t]he fact that [a use] is not an approved
i ndi cation should not be viewed [by HCFA] as sone sort of
determ nation by FDA that the use is inappropriate or -- is

ineffective.” See Hubbard Deposition at 141. And, at |east one
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ot her court concurs. “Although the Government argues that health
claims that have not been FDA approved are inherently m sl eadi ng,
not all potential health clains are m sl eading; at |east sonme can

be presented in a non-m sleading fashion.” Nutritional Health

Al liance, 953 F. Supp. at 529.

Interestingly, and quite significantly, the FDA has a
categorically different view on whether article reprints or CVE
sem nars addressing off-1abel treatnments are “inherently
m sl eadi ng” when anyone ot her than the drug manufacturer is
responsi ble for their dissem nation. See Hubbard Deposition at
46 (“only when a drug conpany gets involved [and the use is
pronotional]. . . do we have a concern”); Tart Deposition at 155
(“the doctor should have as nmuch information as he feels
necessary to use that drug or device on his patient, and that
physician is obligated to get that information”). For exanple,
in the Reprint Guidance, it cannot go unnoted that the FDA has no
objection to manufacturer distribution pursuant to a request by a

physi cian, or distribution fromany source other than the drug

manuf acturer. “Defendants’ w tnesses have made cl ear that

physicians are free to receive information about off | abel-uses
from nunmerous other sources . . . . 7 Defendants’ Reply
Menorandum at 20; see al so Defendants’ Response to Plaintiff’s
Statenent of Material Facts § 19. (Cbviously, the exact sane
journal article or textbook reprint cannot be inherently
conduci ve to deception and coercion when it is sent unsolicited,
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yet of significant clinical value when mailed pursuant to a
request. Additionally, the FDA makes no effort to regulate
di scussion of off-label uses at a CME sem nar when there is no
phar maceuti cal conpany invol venent, but a semnar in which a
conpany does not suggest the content or the speakers could be
just as convincing as to the possible benefits of an off-I| abel
use, if not nore so, because an attendee is less likely to view
such a presentation with a jaded eye. Wether or not the
manuf acturer plays a role in the dissem nation, scientific and
academ c speech concerning off-|label use is either “treacherous
anecdotal evidence,” or it is not. It is clear that it is not.
Were the materials at issue here either actually or inherently
m sl eadi ng, one woul d have to conclude that the FDA woul d be
derelict to not proscribe dissem nation under all circunstances.
FDA notes that another court in this district has apparently
consi dered whether all clains subject to an FDA regul atory schene

are, by definition, “inherently m sleading” by virtue of the fact

that the FDA has not eval uated those cl ai ns. | n Pearson v.

Shalala, Cv. A No. 95-1865 (GK) (D.D.C. Jan 12, 1998), the
court addressed a constitutional challenge to FDA regul ati ons
requiring agency authorization before a manufacturer coul d | abel
dietary supplenents with health clains. In upholding the

regul ations, the court concluded that “[f]or a health claim]label

not to be inherently msleading the FDA nust find it to be
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supported by significant scientific agreenent.” |1d. at *17.
However, that statenment nust be considered in the context in
which it was made. The health clains that the manufacturer
wanted to include on the |abel had already been proven by the FDA
to be untruthful. See id. at *18-20. The court carefully

revi ewed each of the four clainms, why they were in fact fal se,
and then noted that “[g]iven that each of these clains failed to
nmeet the ‘significant scientific agreenent’ standard, the FDA
found each to be inherently msleading.” 1d. at 20. This court
agrees that a regulatory agency clearly nmay proscribe speech that
t he agency has proven to be actually m sl eadi ng and untrut hf ul

under the Central Hudson framework. Nothing in this opinion

limts the FDA's ability to strictly enforce any rule, regulation
or gui dance that sanctions the dissem nation of information that
is actually false or msleads. Second, and nore significantly,

t he Pearson court went on to note that, “in the unlikely event
that Plaintiffs were able to propose health clains that were not
m sl eadi ng, even though they could not neet the ‘significant

scientific agreenent’ standard [Central Hudson would still not be

satisfied].” 1d. at *20. This statenent indicates a recognition
that a claimmy not have obtai ned FDA approval and nonet hel ess
be non-m sleading. Also, it should be noted that the health
clainms in Pearson were directed towards consuners, id. at 18,

whereas here the clains are directed to a professional audi ence -
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- physicians. However, to whatever extent Pearson stands for the
proposition that all clains made by scientists and academ cs are,
by definition, “inherently m sl eading” sinply because the
findi ngs have not been evaluated by FDA, this court nust
respectfully disagree.

To categorize the speech at issue here as “inherently
m sl eading” is particularly unsupportable when one consi ders al
the controls available to FDA to ensure that the information
manuf acturers wish to distribute is scientifically reliable, and
therefore less likely to even be “potentially m sl eading.”
Pursuant to the order issued this day, the FDA may:

1. require conspicuous notifications that the uses
under di scussion have not been approved by the FDA

2. require that for article reprints, that the reprint
conmes froma bona fide peer-review journal, with the
term “bona fide peer-review neaning “a journal that
uses experts to objectively review and sel ect, reject,
or provide comments about proposed articles. Such
experts shoul d have denonstrated expertise in the

subj ect of the articles under review, and be

i ndependent fromthe journal”

3. require that for textbook reprints, that the textbook is
publ i shed by a “bona fide independent publisher,” wth the
term “bona fide independent publisher” neaning “a publisher
that has no common ownership or corporate affiliation with a
pharmaceutical or nedical device manufacturer and whose
princi pal business is the publication and distribution of
books through normal distribution channels”;

4. require that for CVE sem nars and synposia, the sponsor
must be an “independent program provider,” with that term
defined as “an entity that has no common ownershi p or other
corporate affiliation wth a pharmaceutical or nedical
devi ce manufacturer, that engages in the business of
creating and produci ng conti nui ng nedi cal educati onal

sem nars, prograns or other synposia and that is accredited
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by a national accrediting organization pertinent to the
topic of such sem nars, prograns or synposia’;

5. require pharmaceutical and device manufacturers that
sponsor or provide financial support for the dissem nation
or redistribution of articles or reference textbooks or for
sem nars and synposia that include references to uses of
drugs or nedi cal devices other than those approved by the
FDA to disclose (i) its interest in such drugs or devices,
and (ii) the fact that the use di scussed has not been
approved by the FDA

6. enforce any rules, regul ations, guidances, statutes or
ot her provisions of |law that sanction the dissem nation or
redistribution of material that is false or m sleading.

Conpare Peel v. Attorney Reqgistration and D sciplinary Conmi n of

I[Ilinois, 496 U.S. 91, 111 (1990) (Marshall, J., concurring)

(noting that the governnment may not “ban potentially m sl eading

speech if narrower |[imtations could be crafted to ensure that
information is presented in a nonm sl eadi ng manner”) (enphasis in
original). These controls would greatly circunscribe the
possibility that untruthful or m sleading information would be
di ssem nat ed by manuf acturers.

This court finds that the Gui dance Docunents address speech
that is directed toward lawful activity and that is not
m sl eadi ng. Therefore, the first prong of the Central

Hudson test is satisfied.

2. The Governnent’s Interest is Substanti al

Under Central Hudson, the second inquiry is whether the

interest asserted by the governnent is substantial. The Suprenme
Court has consistently held that the governnent has a substanti al
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interest in protecting the health and safety of its citizens.

See, e.qg., Posadas, 478 U.S. at 341. There are few, if any, nore

i nportant functions performed by any regul atory agency than the
function this case concerns -- ensuring that when a citizen takes
a prescription drug, that individual has absol ute assurance that
the product is safe and effective for the condition for which his
physi ci an has prescribed it. Any claimthat the governnent’s

general interest is insufficient under Central Hudson is

frivol ous.

Wthin the general category of pronoting health and safety,
t he governnent describes two nore specific interests: 1)
ensuring that physicians receive accurate and unbi ased
information so that they may nmake informed prescription choices,
and, 2) providing manufacturers with anple incentive to get
previ ously unapproved uses on label. As one of these interests
is legitimate and the other is not, they will be considered

Sseparately.

a. The Governnent Cannot Justify the Quidances Qut of the
Fear that Information WIIl be M sused by Physicians

FDA clains that “the Qui dance Docunents identify reasonabl e
means to ensure that physicians are not msled . . .~
Def endants’ QOpposition Menorandum at 37, 38. The agency cl ains
that “nmost physicians, well-educated and experienced though they
may be, do not have the resources, experience, or education to
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critically eval uate evidence concerning off-1abel uses. Wile
physi ci ans may believe that they are in a better position than
FDA to evaluate off-1label clains, both the evidence and the | aw
say otherw se.” Defendants’ Reply Menorandum at 17. To the
extent that the FDA is endeavoring to keep information from
physi ci ans out of concern that they will msuse that information,
the regulation is wholly and conpl etely unsupport abl e.

If there is one fixed principle in the conmercial speech
arena, it is that “a State’'s paternalistic assunption that the
public will use truthful, nonm sl eading conercial information
unwi sely cannot justify a decision to suppress it.” 44

Liqguormart, 517 U S. at 497; see also id. at 503 (“The First

Amendnent directs us to be especially skeptical of regul ations
that seek to keep people in the dark for what the governnent

perceives to be their own good”); Virginia State Board of

Phar macy, 425 U.S. at 772 (holding that a state may not
conpl etely suppress the dissem nation of truthful information
about entirely lawful activity because of concern over the effect
that the speech will have upon its dissemnators and its
recipients). To endeavor to support a restriction upon speech by
all eging that the recipient needs to be shielded fromthat speech
for his or her owm protection, which is the gravanen of FDA s
claimhere, is practically an engraved invitation to have the
restriction struck.

In this instance, the governnent’s notion that the
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scientific research product which the manufacturers seek to
distribute needs to be withheld for the “good of the recipient”
is even nore unsupportable than usual. First, it nust be noted
that the manufacturers are not seeking to distribute this
information to the general consunmer public, who likely |ack the
know edge or sophistication necessary to nmake infornmed choices on

the efficacy of prescription drugs. Conpare Edenfield v. Fane,

507 U.S. 761, 775 (1993) (distinguishing Chralik because the
persons receiving the information fromthe accountants were

sophi sticated and experienced executives who understood the CPAs’

busi ness services); Inre RMJ., 455 U S at 200. Rather, they
seek to dissemnate this information exclusively to physicians.

A physician’s livelihood depends upon the ability to make
accurate, |ife-and-death decisions based upon the scientific

evi dence before them They are certainly capable of critically
eval uating journal articles or textbook reprints that are mailed
to them or the findings presented at CME sem nars.® Furthernore,
t he FDA does not question a physician’s evaluative skills when an
article about an off-1abel use appears anong a group of articles
in the New Engl and Journal of Medicine, or when one physician
refers a peer physician to a published article he recently

perused, or even when a physician requests a reprint froma

3This evaluative ability questioned by defendants certainly
woul d be enhanced by the | ess burdensone alternative di scussed in
Part 11.C. 4 -- disclosure that the use under discussion had not
been approved by the FDA
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manufacturer. Wy the ability of a doctor to critically eval uate
scientific findings depends upon how the article got into the
physi ci an’ s hands, or whether a manufacturer suggests speakers or
content for a CME semnar, is unclear to this court.

In light of the fact that the Suprene Court has repeatedly
rejected governnental attenpts to equate less information with
better decision-making, and in light of the fact that the FDA
does not question a physician’ s evaluative skills when the
informati on comes froma source other than a drug manufacturer
concerns about a physician’s ability to critically evaluate

materials presented to himis not a “substantial interest.”

b. The Government Does Have a Substantial Interest in
Conpel i ng Manufacturers to Get O f-Label Treatnents On-Label.

The ot her substantial interest that the regul ations
purportedly advance is that they provide an incentive for
manuf acturers to go through the strict FDA preclinical and
clinical trial process to get off-|abel uses on-label. As
expl ai ned previously, defendants have proved to this court’s
satisfaction that dissem nation of scientific information on off-
| abel uses is an effective neans of influencing physicians to
prescribe a drug for a given condition. See Avorn, at 4-8;
Bowran & Pearle, at 13-20. Consequently, the dissem nation of
informati on denonstrating that a drug is effective has a positive
ef fect upon sales of the drug. But, if the manufacturer’s
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ability to dissem nate any information on a new use for a
previously approved drug is made wholly contingent upon FDA
approval of that use, the manufacturer wll be encouraged, if not
conpel l ed, to obtain FDA approval .

Plaintiff appears to take issue with the idea that the
governnment has a substantial interest in requiring manufacturers
to get new uses for previously approved drugs on-label. They
assert that off-label uses are on whole beneficial to the public
health, contending that “the ability to prescribe off-label is
essential to saving patients’ lives.” Plaintiffs’ Qpposition
Menorandum at 22. They cite the | arge nunber of off-| abel
prescriptions witten by physicians every year, and again state
that, even by FDA's own adm ssions, off-label treatnments may
constitute the standard of care for sone conditions. In sum
plaintiff argues that “the fact that a use is off-label rather
t han on-| abel has no necessary correlation to the benefits of
that use.” Plaintiff’s Menorandumin Support of Summary Judgnent
at 7. W.F then goes on to state:

Even assum ng that this is an arguably legitimte

interest [getting new uses on-label], it is hardly

conpel ling and cannot justify the broad restrictions at

issue here . . . . FDA admts that many new factors

mlitate agai nst addi ng new uses to approved | abeli ng,
including, inter alia, the unavoidable tinme |apse

bet ween scientific discoveries and the subm ssion of an

application, the sonetines unjustifiable expense of

conducting clinical trials, the substantial del ays

attendant to agency review of supplenental use
applications, and the limted market potential for sone
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beneficial uses.*
Id. at 32. The court reads this statenent, and nuch of
plaintiff's briefing about off-I|abel use, as a veiled argunent
that requiring manufacturers to get new uses on-| abel does not,
on bal ance, pronote public health

However, whether conpelling manufacturers to get new uses
on-1label is w se governnent policy when considered agai nst the
backdrop of present day nedical realities, financial constraints
and procedural burdens is a policy question that nust be
addressed to Congress, not to this court. Congress has concl uded
that it benefits the public health to require manufacturers to

get all uses approved by the FDA. The Supreme Court has held

“At one point in its opposition brief, plaintiff attenpts to
argue that FDA approval of subsequent uses is discretionary
rather than mandatory. W.F states, “[a]s discussed in WLF s
initial nmenmorandum such applications are not required, and there
are numerous reasons why they may not be filed in particular
circunstances. See W.F Mem at 5-8 (citing evidence)”. See
Plaintiff’s Opposition at 25. Notably, plaintiff’s “evidence” on
pages 5-8 of its nmenorandum of points and authorities consists of
its discussion of the preval ence and inportance of off-I|abel uses
by physicians, but no support for the proposition that a
manuf acturer may market an off-I|abel use w thout FDA approval.
Fundanmental to this entire litigation is the fact that the rules
t hat physicians nmust follow in prescribing, and those that drug
manuf acturers nust follow in | abeling, marketing, and pronoting
are different. The fact that physicians may prescribe and do
prescribe off-label, and that those prescriptions may often be
the standard of care, does not nean that manufacturers are not
required by statute to get all new drugs evaluated for safety and
efficacy for use under the conditions prescribed, recomrended or
suggested in the |labeling. There is no support for the
contention that this approval process is discretionary to the
extent that manufacturers may elect not to submt the new use for
FDA approval and still label the drug for that use.
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that the approval requirenment is not subject to exceptions based
upon the difficulty of obtaining approval, the cost, or even the

conceded benefits of the unapproved use. See United States v.

Rut herford, 442 U S. 544, 557-58 (1979) (rejecting argunments that
FDA approval requirenents for new uses coul d be overcone, even
when termnally ill patients were to receive the treatnents). In
light of the fact that Congress has declared that all uses for a
drug nust be proven safe and effective by the FDA, and has
recently reaffirmed that position through the 1997 Food and Drug
Amendnents, this court finds that this interest -- that off-1abel
uses of previously approved drugs are subjected to the FDA s

eval uation process -- is of sufficient inportance so as to

constitute a “substantial governnent interest” as contenpl ated by

Central Hudson

3. The @ui dance Docunents Directly Advance the Substantia
Government Interest in Requiring Manufacturers to Submt
Suppl enmental Applications to Obtain Approval for New Uses

Under the Central Hudson test, conmercial speech

restrictions nmust advance the governnent’'s interest in “a direct

and material way.” |In Edenfield v. Fane, 507 U S. 761 (1993),

the Court held that, “[t]his burden is not satisfied by nere
specul ation or conjecture; rather, a governnental body seeking to
sustain a restriction on conmerci al speech nust denonstrate that
the harns it recites are real and that its restriction will in
fact alleviate themto a material degree.” 1d. at 770-71
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(citations omtted). Wat the court nust determ ne is whether

t he Gui dance Docunents directly advance the “subsequent approval”
interest: do they encourage and/or conpel a drug manufacturer to
submt previously approved drugs to the FDA for approval of the
of f-1abel treatnments? While defendants have not presented what
this court considers to be substantial evidence on this point,
the court still answers this question in the affirmative, in

| arge part based upon the argunents of plaintiff.

That drug manufacturers often would like to avoid having to
submt previously approved drugs to the FDA for subsequent
approvals is clear. Plaintiff admts that anong the reasons drug
manuf acturers wi sh to engage in the distribution of enduring
materi al s and sponsorship of CME sem nars concerni ng of f-I abel
uses i s because of the slow pace of the FDA approval process.

See Plaintiff’s Menorandum of Points and Authorities at 8.
Furthernore, plaintiff notes that “econom c considerations al so
may play a role in determ ning whet her beneficial uses of drugs
are submtted for approval.” 1d. They explain (albeit

consi stently couched in the terns “FDA recogni zes that”) that
manuf acturers may be unwilling to pursue expensive and well -
controlled clinical trials if subsequent sales of the drugs are
insufficient to cover the costs. And, if a product is no |onger
protected by patent, a manufacturer will have little incentive to
get the new use on-| abel because generic manufacturers could
becone i nstantaneous free-riders on the approval. 1d. Finally,
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even the pace of FDA approval has econom c repercussi ons because
during the tinme that it takes to get approval, a manufacturer is
unabl e to market the product for the new use, and, given the
correl ation between marketing efforts and sal es, that del ay
affects the manufacturer’s bottomli ne.

It is clear that manufacturers have incentives to circunvent
subsequent approval requirenents, but one wonders what incentives
they have to obtain then? For a brand-new drug, the incentive is
sinple: the pharnmaceutical conpany cannot manufacture or
i ntroduce the drug into interstate commerce w t hout FDA approval .
See 21 U S.C. 8 355(a). However, the drugs subject to off-Iabel
prescriptions are already in interstate conmerce, so the obvious
restriction on conduct is unavailable. Therefore, one of the few
mechani snms available to FDA to conpel manufacturer behavior is to
constrain their marketing options; i.e. control the |abeling,
advertising and marketing. |If a manufacturer is proscribed from
di stributing enduring materials and/ or sponsoring CME sem nars
that address that manufacturer’s product absent FDA approval of
that use, that proscription provides a strong incentive to get
the use on-label, in light of the connection between marketing
and sal es.

Because the restrictions on the distribution of enduring
materials and invol verent wwth CVE do provide an incentive for
manuf acturers to have previously approved drugs eval uated by the
FDA for safety and effectiveness for an off-|abel use, this court
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finds that the restrictions in the Guidance Docunents directly

advance a substantial interest. See Central Hudson, 447 U.S. at

569.

4. The Qui dance Docmuents Are Unconstitutional Because They
Are More Extensive than Necessary.

Wi |l e commerci al speech jurisprudence does not require the
government to enploy the |east restrictive neans of advanci ng an
interest, the regulating body nust make an effort to reasonably
fit its nmeans to its end sought. Fox, 492 U S. at 478 (the nmeans
need not be the “single best disposition, but one whose scope is

“in proportion to the interest served.’”) (quoting Inre RMJ.,

455 U. S. at 203). A commercial speech restriction wll fail if
it burdens “substantially nore speech than necessary.” United

States v. Edge Broadcasting Co., 509 U S. 418, 430 (1993) (citing

Ward v. Rock Against Racism 491 U S 781, 799 (1989). The court

finds that the restrictions in the Guidance Docnuents are
consi derably nore extensive than necessary to further the
substantial governnment interest in encouraging manufacturers to
get new uses on-| abel.

This determination is based in |large part upon the fact that
there exist |ess-burdensone alternatives to this restriction on

comercial speech. See, e.g., Coors Brewing, 514 U S. at 490-91.

The nost obvious alternative is full, conplete, and unanbi guous

di scl osure by the manufacturer. See Note, Ednund Pol ubi nski 111
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Cl osing the Channel s of Communi cation: A First Amendnent Anal ysis
of the FDA's Policy on Manufacturer Pronotion of Of-Label Use,

83 Va. L. Rev. 991, 1031 (1997). Full disclosure not only

addresses all of the concerns advanced by the FDA, but addresses
themnore effectively. It is less restrictive on speech, while
at the same tine deals nore precisely with the concerns of the

FDA and Congress. See Shapero v. Kentucky Bar Ass’'n, 486 U.S.

466, 476 (1988).
First, it assuages concerns that the nessage comunicated is
i nherently or potentially m sleading, or that a physician would
be deceived or msled by the speech. That the use di scussed
therein had not been approved by the FDA would be readily
apparent. A physician would be imedi ately alerted to the fact
that the “substantial evidence standard” had not been satisfied,
and woul d eval uate the conmuni cated nessage accordingly. And,
the failure to provide such disclosure would render the
communi cation subject to the full battery of FDA enforcenent
options, because not including such disclosure when required
woul d clearly render the materials “inherently m sl eading.”
Second, permtting this limted formof manufacturer
communi cation still | eaves nore than adequate incentives
conpel ling drug manufacturers to get new uses approved by the
FDA. As plaintiffs noted at oral argunent, it is a very narrow
form of manufacturer communi cati on upon which this court is
ruling in enjoining enforcenent of the Guidance Docunents. There
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still are enornous differences between the permtted nmarketing of
on-| abel as opposed to off-label uses. Manufacturers still are
proscri bed from producing and distributing any internally-
produced marketing materials to physicians concerning off-I| abel
uses, or frominvolvenment wth sem nars not conducted by an

“i ndependent program provider.” Nor nmay the drug conpanies
initiate person-to-person contact with a physician about an off-
| abel use. Nor may they advertise off-label uses for previously
approved drugs directly to the consuner. |f a manufacturer

w shes to engage in any of these or other marketing techniques,
it cannot do so without first obtaining FDA approval of the off-
| abel use. The fact that these adequate incentives still exist
to get off-label treatnments on-label is central to this court’s
finding that the First Amendnent is violated by the CGuidance
Docunents. Were manufacturers permtted to engage in all forns
of marketing of off-label treatnments, a different result m ght be
conpel | ed.

Third, to the extent that physicians |ook to FDA approval as
an inportant (or the exclusive) indication of safety and
effectiveness, and either will not prescribe or are reluctant to
prescribe absent such approval, manufacturers will seek to obtain
FDA approval to make their products nore appealing to that
market. And, to the extent that the tort reginme | ooks to FDA
approval as the definition of the “standard of care,” the call to
get new uses on-label will cone from sources other than the FDA
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Fourth, the court nust again note that off-Iabel
prescriptions, presently legal, do constitute the nost effective
treatnent avail able for sone conditions. Through the
government’s well-intentioned efforts to prevent m sl eadi ng
information from bei ng communi cated, a great deal of truthfu
information will also be enbargoed. |In this case, the truthfu
information may be life saving information, or information than
makes a life with a debilitating condition nore confortable.

Finally, this alternative conports with the Suprene Court’s
preference for conbating potentially problematic speech with nore
speech. I n choosing between the dissem nation of nore or |ess
information “[i]t is precisely this kind of choice, between the
dangers of suppressing information, and the dangers of its m suse

if it is freely available, that the First Amendnent makes for

us.” Virginia State Board of Pharmacy, 425 U.S. at 770 (quoted in

44 Liquornart, 517 U S. at 497; Linmark Assoc.. Inc. v.

WIlingboro, 431 U S. 85, 97 (1977)).

1. CONCLUSI ON
In sum the court finds that the restrictions in the
Gui dance Docunents are nore extensive than necessary to serve the
asserted governnent interest and that they unduly burden
i nportant speech. Therefore, the Quidance Docnuents fail the

fourth prong of the Central Hudson test, rendering them

i nconpatible with the First Amendnent.
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A separate order and injunction shall issue this day.

Royce C. Lanberth
United States District Judge
DATE:
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UNITED STATES DISTRICT COURT

FOR THE DISTRICT OF COLUMBIA

WASHINGTON LEGAL FOUNDATION,
Paintiff,

Civil Action No. 94-1306
(RCL)

V.

MICHAEL A. FRIEDMAN, M.D., in his
officia capacity as Acting
Commissioner, Food and Drug
Administration and,

DONNA SHALALA, in her officid
capacity as Secretary, Department
of Hedth and Human Services

Defendants.

N N N N N N N N N N N N N N N N N

ORDER GRANTING SUMMARY
JUDGMENT AND PERMANENT INJUNCTION

This action is before the Court on the Cross-Motions for Summary Judgment filed by
Plaintiff Washington Legal Foundation(“WLF") and Defendants Michagl A. Friedman and Donna
Shalala.

Having reviewed the memoranda and other materials submitted, having heard oral
argument and otherwise being fully advised:

THE COURT FINDS that there are no genuine issues of material fact and that WLF is
entitled to judgment as a matter of law; accordingly,

THE COURT GRANTS WLF s Motion for Summary Judgment;

THE COURT DENIES Defendants Cross-Motion Summary Judgment;
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THE COURT FINDS AND DECLARES that the policies, rules and regulations of the
United States Food and Drug Administration (*FDA”) set forth in the Guidance to Industry on
Dissemination of Reprints of Certain Published, Origina Data, 61 Fed. Reg. 52800 (Oct. 8, 1996)
(the “Reprint Guidance”), Guidance for Industry Funded Dissemination of Reference Texts, 61
Fed. Reg. 52800 (Oct. 8, 1996)(the “ Textbook Guidance”), and Final Guidance on Industry
Supported Scientific and Educational Activities, 62 Fed. Reg. 64074 (Dec. 3, 1997)(the “Fina
CME Guidance”) are contrary to rights secured by the United States Constitution and therefore
must be set aside pursuant to 5 U.S.C. § 706(2)(B)except insofar as they are consistent with the
injunctive provisions below.

THE COURT HEREBY ENJOINS Defendants, their successors, and all persons acting in
concert with them or otherwise purporting to act on behalf of the United States (collectively
“Defendants’) from application or enforcement of any regulation, guidance, policy, order or other
official action, asfollows:

1. Defendants SHALL NOT in any way prohibit, restrict, sanction or otherwise seek to
limit any pharmaceutical or medical device manufacturer or any other person:

a) from disseminating or redistributing to physicians or other medical professionas

any article concerning prescription drugs or medical devices previoudy published in
a bona fide peer-reviewed professiona journal, regardless of whether such article
includes a significant or exclusive focus on uses of drugs or medical devices other
than those approved by FDA and regardless of whether such article reports the
original study on which FDA approval of the drug or device in question was based;

b) from disseminating or redistributing to physicians or other medical professionas
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any reference textbook (including any medical textbook or compendium) or any
portion thereof published by a bona fide independent publisher and otherwise
generaly available for sale in bookstores or other distribution channels where
similar books are normally available, regardless of whether such reference textbook
or portion thereof includes a significant or exclusive focus on uses of drugs or
medical devices other than those approved by FDA; or

C) from suggesting content or speakers to an independent program provider in

connection with a continuing medical education seminar program or other
symposium, regardless of whether uses of drugs and medical devices other than
those approved by FDA are to be discussed.

2. For purposes of thisinjunction, a“bona fide peer-reviewed journal” is ajournal that
uses experts to objectively review and select, rgject, or provide comments about proposed articles.
Such experts should have demonstrated expertise in the subject of the article under review, and be
independent from the journal.

3. For purposes of this injunction, a*bona fide independent publisher” is a publisher that
has no common ownership or other corporate affiliation with a pharmaceutical or medical device
manufacturer and whose principal business is the publication and distribution of books through
normal distribution channels.

4. For purposes of thisinjunction, an “independent program provider” is an entity that has
no common ownership or other corporate affiliation with a pharmaceutical or medical device
manufacturer, that engages in the business of creating and producing continuing medical education

seminars, program or other symposia and that is accredited by a national accrediting organization
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pertinent to the topic of such seminars, programs or symposia.

5. Nothing herein shall be construed to limit Defendants application or enforcement of any
rules, regulations, guidances, statutes or other provisions of law that sanction the dissemination or
redistribution of articles or reference textbooks or for seminars or symposia that include references
to uses of drugs or medica devices other than those approved by FDA to disclose (i) itsinterest in
such drugs or devices, and (ii) the fact that the use discussed has not been approved by FDA.

6. Defendants shall cause thisinjunction to be published in the Federal Register within 30
days of the date hereof.

IT IS SO ORDERED on this 30" day of July, 1998.

THE HONORABLE ROYCE C. LAMBERTH
United States District Judge
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